














DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: January 31, 2017

Indications for Use See PRA Statement below.

510(k) Number (if known)
K151386

Device Name

C-QUR TacShield Mesh

Indications for Use (Describe)
C-QUR TacShield Mesh is intended for use in soft tissue deficiencies including hernia repair, traumatic or surgical

wounds and chest wall reconstruction procedures requiring reinforcement with a non-absorbable supportive material.

Type of Use (Select one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) [ | Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Papenwork Reduction Act (PRA) Staff
PRAStaff@fda hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond fo, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (3013 443-6740
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OME No. 0910-0120

Food and Drug Administration Expiration Date: January 31, 2017
Indications for Use See PRA Statement below.

510(k) Number (if known)
K151386

Device Name

C-QUR CentriFX Mesh

Indications for Use (Describe)

C-QUR CentriFX Mesh is intended for use in soft tissue deficiencies including hernia repair, traumatic or surgical wounds

and chest wall reconstruction procedures requiring reinforcement with a non-absorbable supportive material.

Type of Use (Select one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) [ | Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Papenwork Reduction Act (PRA) Staff
PRAStaff@fda hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond fo, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (3013 443-6740

EF



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: January 31, 2017

Indications for Use See PRA Statement below.

510(k) Number (if known)
K151386

Device Name

C-QUR Mosaic Mesh

Indications for Use (Describe)
C-QUR Mosaic Mesh is intended for use in soft tissue deficiencies including hernia repair, traumatic or surgical wounds

and chest wall reconstruction procedures requiring reinforcement with a non-absorbable supportive material.

Type of Use (Select one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) [ | Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Papenwork Reduction Act (PRA) Staff
PRAStaff@fda hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond fo, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (3013 443-6740

EF
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1 510(K) Summary

Submission Date:

May 20, 2105

1.1 Submitter Information:

Submitted by:

Contact Person:

Atrium Medical Corporation

5 Wentworth Drive

Hudson, NH 03051

Timothy J. Talcott

Senior Director of Regulatory Affairs
Phone: (443) 283-2768

Email: timothy.talcott@maquet.com
Phone: (603) 880-1433 x 5342

Fax:  (603) 821-1420

1.1 Device Information

Trade/Proprietary
Name

Common/Usual Name:
Regulation Name:
Device Class:

Product Code:

Reviewing Panel:

C-QUR Mesh, C-QUR FX Mesh, C-Qur V-Patch Mesh, C-
QUR TacShield Mesh, C-QUR CentriFX Mesh, and C-QUR
Mosaic Mesh

Mesh, Surgical, Polymeric
Surgical Mesh
21 CFR 878.3300, Class 1l

FTL
General & Plastic Surgery
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Predicate Devices: K050311 Atrium C-QUR™ Mesh
K082748 Atrium C-QUR™ FX Mesh
K090909 Atrium C-QUR V-Patch™ Mesh
K100076 Atrium C-QUR TacShield™ Mesh
K110110 Atrium C-QUR CentriFX™ Mesh
K121070 Atrium C-QUR Mosaic™ Mesh

Device Description: C-QUR™ Mesh is a sterile, knitted polypropylene
monofilament mesh material for tissue reinforcement with a
bio-absorbable, animal derived oil coating (O3FA) composed
of fatty acids, lipids and glycerides. The C-QUR Mesh
family is available in various configurations with sizes up to
12" X 18". The devices are terminally sterilized using
Ethylene Oxide and intended as a single use device.

Indications for Use: C-QUR Mesh is intended for use in soft tissue deficiencies
including hernia repair, traumatic or surgical wounds and
chest wall reconstruction procedures requiring reinforcement
with a non-absorbable supportive material.

Technological This submission does not contain technological changes for

Characteristics subject devices. C-QUR Mesh has the same technological
characteristics as previously cleared C-QUR Mesh devices
(K050311, K082748, K090909, K100076, K110110 and
K121070).

The subject devices differ only from the predicate devices in
the indications for use, contraindications, and MR
compatibility in the labeling.

There are no new types of questions of safety and
effectiveness raised by these differences, thereby supporting
substantial equivalence to predicates.

Performance The mesh materials used to construct the Atrium C-Qur™
Characteristics Mesh have not been modified and remain the same as those
described in predicate C-QUR Mesh devices.

Conclusion: This notification contains all information required by 21 CFR
807.87. Atrium believes the labeling changes allow the
devices to be remain substantially equivalent to each other
and do not raise any new types of safety or effectiveness
questions.


Alyssa.Kitchel
Typewritten Text
K151386
page 2 of 2




